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PRAMain. Find this particular
information collection by selecting
“Currently under 30-day Review—Open
for Public Comments” or by using the
search function. The reginfo.gov web
link is a United States Government
website produced by OMB and the
General Services Administration (GSA).
Under PRA requirements, OMB’s Office
of Information and Regulatory Affairs
(OIRA) reviews Federal information
collections.

FOR FURTHER INFORMATION CONTACT:
Ryan Mehm, Attorney, Bureau of
Consumer Protection, (202) 326-2918,
Federal Trade Commission, 600
Pennsylvania Ave. NW, Washington, DC
20580.

SUPPLEMENTARY INFORMATION:

Title: Health Breach Notification Rule.

OMB Control Number: 3084—0150.

Type of Review: Extension of a
currently approved collection.

Likely Respondents: Vendors of
personal health records, PHR related
entities and third party service
providers.

Estimated Annual Hours Burden:
4,654.

Estimated Frequency: 2,500 single-
person breaches per year and 0.33 major
breaches per year.

Total Annual Labor Cost: $90,739.1

Total Annual Capital or Other Non-
Labor Cost: $31,632.2

Abstract: The Health Breach
Notification Rule (Rule), 16 CFR part
318, requires vendors of personal health
records (PHR) and PHR related entities
to provide notice to: (1) consumers
whose unsecured personally identifiable
health information has been breached;
(2) the Commission; and (3) in some
cases, the media. The Rule only applies
to electronic health records and does
not include recordkeeping
requirements. The Rule requires third
party service providers (e.g., those
companies that provide services such as
billing or data storage) to vendors of
personal health records and PHR related
entities to provide notification to such
vendors and PHR related entities

1Due to newly available information on hourly
wage rates, the estimated annual labor costs were
adjusted downward from $90,741 in the 60-Day FR
Notice to $90,739 in the 30-Day FR Notice. See the
updated mean hourly wages found at https://
www.bls.gov/news.release/ocwage.htm
(“Occupational Employment and Wages—May
2021,” U.S. Department of Labor, released March
31, 2022, Table 1 (‘“National employment and wage
data from the Occupational Employment Statistics
survey by occupation, May 2021").

2Due to newly available information on hourly
wage rates, the estimated annual labor costs were
adjusted upward from $31,056 in the 60-Day FR
Notice to $31,632 in the 30-Day FR Notice. See
footnote 1 for the updated source of this
information.

following the discovery of a breach. To
notify the FTC of a breach, the
Commission developed a simple, two-
page form, which is posted at https://
www.ftc.gov/system/files/documents/
rules/health-breach-notification-rule/
health_breach_form.pdf.

On February 25, 2022, the FTC sought
public comment on the information
collection requirements associated with
the Rule. 87 FR 10792. The Commission
received no germane comments.
Pursuant to the OMB regulations, 5 CFR
part 1320, that implement the PRA, 44
U.S.C. 3501 et seq., the FTC is providing
this second opportunity for public
comment while seeking OMB approval
to renew the pre-existing clearance for
the Rules.

Your comment—including your name
and your state—will be placed on the
public record of this proceeding.
Because your comment will be made
public, you are solely responsible for
making sure that your comment does
not include any sensitive personal
information, such as anyone’s Social
Security number; date of birth; driver’s
license number or other state
identification number, or foreign
country equivalent; passport number;
financial account number; or credit or
debit card number. You are also solely
responsible for making sure that your
comment does not include any sensitive
health information, such as medical
records or other individually
identifiable health information. In
addition, your comment should not
include any ‘““trade secret or any
commercial or financial information
which . . .is privileged or
confidential’—as provided by Section
6(f) of the FTC Act, 15 U.S.C. 46(f), and
FTC Rule 4.10(a)(2), 16 CFR 4.10(a)(2)—
including in particular competitively
sensitive information such as costs,
sales statistics, inventories, formulas,
patterns, devices, manufacturing
processes, or customer names.

Josephine Liu,

Assistant General Counsel for Legal Counsel.
[FR Doc. 2022—-12088 Filed 6—3-22; 8:45 am]
BILLING CODE 6750-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Board of Scientific Counselors, Center
for Preparedness and Response (BSC,
CPR); Correction

Notice is hereby given of a change in
the meeting of the Board of Scientific

Counselors, Center for Preparedness and
Response (BSC, CPR); June 1, 2022, from
1:00 p.m. to 5:00 p.m., EDT; and June
2, 2022, from 1:00 p.m. to 4:30 p.m.,
EDT, which was published in the
Federal Register on April 22, 2022,
Volume 87, Number 78, page 24168.
The dates and matters to be
considered should read as follows:

DATES: The meeting will be held on June
1, 2022, from 1:00 p.m. to 5:00 p.m.,
EDT.

SUPPLEMENTARY INFORMATION:

Matters to be Considered: (1) CPR
Preparedness and Response Strategic
Plan Update; (2) The Next Generation of
Public Health Emergency Preparedness
(PHEP); (3) COVID-19 Response
Update; (4) Strategic Capacity Building
and Innovation Program Review
Working Group (SRWG) Update; and (5)
BSC Discussion of Future Meeting
Topics. Agenda items are subject to
change as priorities dictate.

FOR FURTHER INFORMATION CONTACT:
Dometa Ouisley, Office of Science and
Public Health Practice, Centers for
Disease Control and Prevention, 1600
Clifton Road NE, Mailstop H21-6,
Atlanta, Georgia 30329—4027;
Telephone: (404) 639—-7450; Email:
DOuisley@cdc.gov.

The Director, Strategic Business
Initiatives Unit, Office of the Chief
Operating Officer, Centers for Disease
Control and Prevention, has been
delegated the authority to sign Federal
Register notices pertaining to
announcements of meetings and other
committee management activities, for
both the Centers for Disease Control and
Prevention and the Agency for Toxic
Substances and Disease Registry.

Kalwant Smagh,

Director, Strategic Business Initiatives Unit,
Office of the Chief Operating Officer, Centers
for Disease Control and Prevention.

[FR Doc. 2022-12089 Filed 6-3—22; 8:45 am]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

[CMS-7067-N]

Announcement of the Advisory Panel
on Outreach and Education (APOE)
June 23, 2022 Virtual Meeting

AGENCY: Centers for Medicare &
Medicaid Services (CMS), Health and
Human Services (HHS).

ACTION: Notice.
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SUMMARY: This notice announces the
next meeting of the APOE (the Panel) in
accordance with the Federal Advisory
Committee Act. The Panel advises and
makes recommendations to the
Secretary of the U.S. Department of
Health and Human Services (HHS) (the
Secretary) and the Administrator of the
Centers for Medicare & Medicaid
Services (CMS) on opportunities to
enhance the effectiveness of consumer
education strategies concerning the
Health Insurance Marketplace®,
Medicare, Medicaid, and the Children’s
Health Insurance Program (CHIP). This
meeting is open to the public.

DATES:

Meeting Date: Thursday, June 23,
2022 from 8:30 a.m. to 5:00 p.m. eastern
daylight time (e.d.t).

Deadline for Meeting Registration,
Presentations, Special
Accommodations, and Comments:
Thursday, June 16, 2022, 5:00 p.m.
(e.d.t).

ADDRESSES:

Meeting Location: Virtual. All those
who RSVP will receive the link to
attend.

Presentations and Written Comments:
Presentations and written comments
should be submitted to: Walt Gutowski,
Designated Federal Official (DFO),
Office of Communications, Centers for
Medicare & Medicaid Services, 200
Independence Avenue SW, Mailstop
325G HHH, Washington, DC 20201,
202—-690-5742, or via email at APOE@
cms.hhs.gov.

Registration: Persons wishing to
attend this meeting must register at the
website https://www.eventbrite.com/e/
apoe-june-23-2022-virtual-meeting-
tickets-323499494697 or by contacting
the DFO listed in the FOR FURTHER
INFORMATION CONTACT section of this
notice, by the date listed in the DATES
section of this notice. Individuals
requiring sign language interpretation or
other special accommodations should
contact the DFO at the address listed in
the ADDRESSES section of this notice by
the date listed in the DATES section of
this notice.

FOR FURTHER INFORMATION CONTACT: Walt
Gutowski, Designated Federal Official,
Office of Communications, 200
Independence Avenue SW, Mailstop
325G HHH, Washington, DC 20201,
202—690-5742, or via email at APOE@
cms.hhs.gov.

Additional information about the
APOE is available at: https://
www.cms.gov/Regulations-and-
Guidance/Guidance/FACA/APOE. Press
inquiries are handled through the CMS
Press Office at (202) 690-6145.
SUPPLEMENTARY INFORMATION:

I. Background and Charter Renewal
Information

A. Background

The Advisory Panel for Outreach and
Education (APOE) (the Panel) is
governed by the provisions of the
Federal Advisory Committee Act
(FACA) (Pub. L. 92-463), as amended (5
U.S.C. Appendix 2), which sets forth
standards for the formation and use of
federal advisory committees. The Panel
is authorized by section 1114(f) of the
Social Security Act (the Act) (42 U.S.C.
1314(f)) and section 222 of the Public
Health Service Act (42 U.S.C. 217a).

The Secretary of the U.S. Department
of Health and Human Services (HHS)
(the Secretary) signed the charter
establishing the Citizen’s Advisory
Panel on Medicare Education? (the
predecessor to the APOE) on January 21,
1999 (64 FR 7899) to advise and make
recommendations to the Secretary and
the Administrator of the Centers for
Medicare & Medicaid Services (CMS) on
the effective implementation of national
Medicare education programs, including
with respect to the Medicare+Choice
(M+C) program added by the Balanced
Budget Act of 1997 (Pub. L. 105-33).

The Medicare Prescription Drug,
Improvement, and Modernization Act of
2003 (MMA) (Pub. L. 108-173)
expanded the existing health plan
options and benefits available under the
M+C program and renamed it the
Medicare Advantage (MA) program.
CMS has had substantial responsibilities
to provide information to Medicare
beneficiaries about the range of health
plan options available and better tools
to evaluate these options. The
successful MA program implementation
required CMS to consider the views and
policy input from a variety of private
sector constituents and to develop a
broad range of public-private
partnerships.

In addition, Title I of the MMA
authorized the Secretary and the
Administrator of CMS (by delegation) to
establish the Medicare prescription drug
benefit. The drug benefit allows
beneficiaries to obtain qualified
prescription drug coverage. In order to
effectively administer the MA program
and the Medicare prescription drug
benefit, we have substantial
responsibilities to provide information
to Medicare beneficiaries about the
range of health plan options and
benefits available, and to develop better

1We note that the Citizen’s Advisory Panel on
Medicare Education is also referred to as the
Advisory Panel on Medicare Education (65 FR
4617). The name was updated in the Second
Amended Charter approved on July 24, 2000.

tools to evaluate these plans and
benefits.

The Patient Protection and Affordable
Care Act (Pub. L. 111-148) and Health
Care and Education Reconciliation Act
of 2010 (Pub. L. 111-152) (collectively
referred to as the Affordable Care Act)
expanded the availability of other
options for health care coverage and
enacted a number of changes to
Medicare as well as to Medicaid and
CHIP. Qualified individuals and
qualified employers are now able to
purchase private health insurance
coverage through a competitive
marketplace, called an Affordable
Insurance Exchange (also called Health
Insurance Marketplace® or
Marketplace® 2). In order to effectively
implement and administer these
changes, we must provide information
to consumers, providers, and other
stakeholders through education and
outreach programs regarding how
existing programs will change and the
expanded range of health coverage
options available, including private
health insurance coverage through the
Marketplace®. The APOE (the Panel)
allows us to consider a broad range of
views and information from interested
audiences in connection with this effort
and to identify opportunities to enhance
the effectiveness of education strategies
concerning the Affordable Care Act.

The scope of this Panel also includes
advising on issues pertaining to the
education of providers and stakeholders
with respect to the Affordable Care Act
and certain provisions of the Health
Information Technology for Economic
and Clinical Health (HITECH) Act
enacted as part of the American
Recovery and Reinvestment Act of 2009
(ARRA) (Pub. L. 111-5).

On January 21, 2011, the Panel’s
charter was renewed and the Panel was
renamed the Advisory Panel for
Outreach and Education. The Panel’s
charter was most recently renewed on
January 19, 2021, and will terminate on
January 19, 2023 unless renewed by
appropriate action.

B. Charter Renewal

In accordance with the January 19,
2021 charter, the APOE will advise HHS
and CMS on developing and
implementing education programs that
support individuals who are enrolled in
or eligible for Medicare, Medicaid,
CHIP, or coverage available through the
Health Insurance Marketplace® and
other CMS programs. The scope of this
FACA group also includes advising on

2Health Insurance Marketplace® and
Marketplace® are service marks of the U.S.
Department of Health and Human Services.
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education of providers and stakeholders
with respect to health care reform and
certain provisions of the HITECH Act
enacted as part of the ARRA.

The charter will terminate on January
19, 2023, unless renewed by appropriate
action. The APOE was chartered under
42 U.S.C. 217a, section 222 of the Public
Health Service Act, as amended. The
APOE is governed by provisions of
Public Law 92-463, as amended (5
U.S.C. Appendix 2), which sets forth
standards for the formation and use of
advisory committees.

In accordance with the renewed
charter, the APOE will advise the
Secretary and the CMS Administrator
concerning optimal strategies for the
following:

¢ Developing and implementing
education and outreach programs for
individuals enrolled in, or eligible for,
Medicare, Medicaid, the CHIP, and
coverage available through the Health
Insurance Marketplace® and other CMS
programs.

¢ Enhancing the federal government’s
effectiveness in informing Medicare,
Medicaid, CHIP, or the Health Insurance
Marketplace® consumers, issuers,
providers, and stakeholders, pursuant to
education and outreach programs of
issues regarding these programs,
including the appropriate use of public-
private partnerships to leverage the
resources of the private sector in
educating beneficiaries, providers,
partners and stakeholders.

¢ Expanding outreach to minority and
underserved communities, including
racial and ethnic minorities, in the
context of Medicare, Medicaid, CHIP,
and the Health Insurance Marketplace®
education programs and other CMS
programs as designated.

¢ Assembling and sharing an
information base of “‘best practices” for
helping consumers evaluate health
coverage options.

¢ Building and leveraging existing
community infrastructures for
information, counseling, and assistance.

e Drawing the program link between
outreach and education, promoting
consumer understanding of health care
coverage choices, and facilitating
consumer selection/enrollment, which
in turn support the overarching goal of
improved access to quality care,
including prevention services,
envisioned under the Affordable Care
Act.

The current members of the Panel as
of April 7, 2022, are as follows:

e Julie Carter, Senior Federal Policy
Associate, Medicare Rights Center.

e Scott Ferguson, Psychotherapist,
Scott Ferguson Psychotherapy.

e Jean-Venable Robertson Goode,
Professor, Department of
Pharmacotherapy and Outcomes
Science, School of Pharmacy, Virginia
Commonwealth University.

e Ted Henson, Director of Health
Center Performance and Innovation,
National Association of Community
Health Centers.

e Joan Ilardo, Director of Research
Initiatives, Michigan State University,
College of Human Medicine.

e Daisy Kim, Policy Manager, Asian &
Pacific Islander American Health
Forum.

e Cheri Lattimer, Executive Director,
National Transitions of Care Coalition.

e Cori McMahon, Vice President,
Tridiuum.

e Alan Meade, Director of
Rehabilitation Services, Holston
Medical Group.

e Neil Meltzer, President and CEO,
LifeBridge Health.

e Michael Minor, National Director,
H.O.P.E. HHS Partnership, National
Baptist Convention USA, Incorporated.

¢ Jina Ragland, Associate State
Director of Advocacy and Outreach,
AARP Nebraska.

e Morgan Reed, Executive Director,
Association for Competitive
Technology.

e Margot Savoy, Senior Vice
President, American Academy of Family
Physicians.

e Congresswoman Allyson Schwartz,
Senior Advisor, FTI Consulting.

¢ Matthew Snider, JD, Senior Policy
Analyst, Unidos US.

e Tia Whitaker, Statewide Director,
Outreach and Enrollment, Pennsylvania
Association of Community Health
Centers.

I1. Provisions of This Notice

In accordance with section 10(a) of
the FACA, this notice announces a
meeting of the APOE. The agenda for
the June 23, 2022 meeting will include
the following:

¢ Welcome and listening session with
CMS leadership

¢ Recap of the previous (April 7, 2022)
meeting

e CMS programs, initiatives, and
priorities

¢ An opportunity for public comment

e Meeting summary, review of
recommendations, and next steps
Individuals or organizations that wish

to make a 5-minute oral presentation on

an agenda topic should submit a written

copy of the oral presentation to the DFO

at the address listed in the ADDRESSES

section of this notice by the date listed

in the DATES section of this notice. The

number of oral presentations may be

limited by the time available.
Individuals not wishing to make an oral
presentation may submit written
comments to the DFO at the address
listed in the ADDRESSES section of this
notice by the date listed in the DATES
section of this notice.

II1. Meeting Participation

The meeting is open to the public, but
attendance is limited to registered
participants. Persons wishing to attend
this meeting must register at the website
https://www.eventbrite.com/e/apoe-
june-23-2022-virtual-meeting-tickets-
323499494697 or contact the DFO at the
address or number listed in the FOR
FURTHER INFORMATION CONTACT section of
this notice by the date specified in the
DATES section of this notice. This
meeting will be held virtually.
Individuals who are not registered in
advance will be unable to attend the
meeting.

IV. Collection of Information

This document does not impose
information collection requirements,
that is, reporting, recordkeeping, or
third-party disclosure requirements.
Consequently, there is no need for
review by the Office of Management and
Budget under the authority of the
Paperwork Reduction Act of 1995 (44
U.S.C. chapter 35).

The Administrator of the Centers for
Medicare & Medicaid Services (CMS),
Chiquita Brooks-LaSure, having
reviewed and approved this document,
authorizes Lynette Wilson, who is the
Federal Register Liaison, to
electronically sign this document for
purposes of publication in the Federal
Register.

Dated: June 1, 2022.
Lynette Wilson,

Federal Register Liaison, Centers for Medicare
& Medicaid Services.

[FR Doc. 2022-12136 Filed 6-3-22; 8:45 am]
BILLING CODE 4120-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2015-D-3787]

Electromagnetic Compatibility of
Medical Devices; Guidance for
Industry and Food and Drug
Administration Staff; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of availability.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
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